DISPENSING
AUDIOLOGISTS®

July 15, 2004

Dockets Management Branch
Food and Drug Administration
5630 Fishers Lane, Room 1061
Rockville MD 20852

RE: FDA Docket 2004P-0037

To Whom This May Concern:

The Academy of Dispensing Audiologists (ADA) requests that the
following Citizen Petition be denied:

FDA Docket #2004P-0037 “513(f) Reclassification Petition- TV-TIP
Sound Amplifier” proposed by Mead Killion, President, Etymotic
Research, Inc.

This petition requests that the TV-TIP Sound Amplifier device be
reclassified from class 111, as classified by operation of section 513(f) (1)
of the Federal Food, Drug and Cosmetic Act (the Act) under the criteria in
Sec. 860.3 ( ¢), to class I and exempted from premarket review under
section 510(k) of the Act.

ADA is an organization of approximately 1200 audiologists whose current
qualification for membership is limited to audiologists who have earned
the Doctor of Audiology (Au.D.) degree. ADA Fellows provide diagnostic
hearing examinations, hearing rehabilitation services, counseling services
for hearing impaired patients and their families, hearing aid evaluations,
hearing aid fittings and follow-up services as a part of their professional
practices. Dispensing audiology has evolved to its current professional
level because of the value the hearing impaired consumer places on the
professional component in this important rehabilitation process.

ADA contends that the current Citizen Petition that Mead Killion, Ph.D.
has proposed is along virtually identical lines to that of his Citizen Petition
FDA docket #2003-P-0362 which was denied by your office earlier this
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year. That petition, as you may recall, was a “Petition to Create a New OTC Hearing Aid
Classification that Grants OTC Sales, Distribution and Use Status to One-Size-Fits-Most
Hearing Aid Devices™.

Therefore, rather than preparing an entirely new document to refute Dr. Killion’s request,
we are resubmitting our response from January 2004. Our concerns with this present
petition mirror those previously stated, i.e., safety and efficacy of the hearing impaired
consumer.

We respectfully request that this new petition be denied as it may expose the consumer to
significant health and safety risks. It is our continued belief that hearing impaired

individuals are best served when the professional component is preserved.

Respectfully submitted on behalf of the Academy of Dispensing Audiologists,
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thia L. Ellison, Au.D.

Attachment: Janugry 26, 2004 ADA reply to FDA Docket #2003-P-0362



